

















5.3 Elemental Analysis (EDS) Sample #3

5.3.1 EDS Area Analysis

Field of view

Quantitative elemental analysis

Qualitative elemental analysis

Area analysis
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6 Sample #4: V3 D3.9 L10 LOT W16012292

6.1 Full-Size High-Resolution SEM Image

] 2016-11

[REF] V310390

[LoT] wi16012292

V3 coni. con. implant D3.90
L10mm, SP

Standard Platform
3.90x10

FSHR-SEM image (digitally composed, approx. 500x)
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6.2 SEM Imaging Sample #4

6.2.1 SEM Images Implant Body

Phenom camera

Field of view
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6.2.2 SEM Images Implant Thread

Phenom camera
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2.500x

Field of view
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6.2.3 SEM Images Spot_1

Phenom camera Field of view
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6.2.4 SEM Images Spot_2

Phenom camera
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6.2.5 SEM Images Spot_3

Camera image not accessable

Phenom camera

Field of view
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6.3 Elemental Analysis (EDS) Sample #4

6.3.1 EDS Area Analysis

Field of view

Area analysis

Atomic percentage

n T ss6e %

Al [N751%
v [13.85%

Quantitative elemental analysis

0 1 2 3 4 5 6 7 8 9 10 1 12
305,395 counts in 42 seconds
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Qualitative elemental analysis
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6.3.2 EDS Analysis Spot_2

Field of view Spot reading #2

Note: Particle of Al,O3 as remnant from the
Atomic percentage blasting process

o [ e9.08%
Al 2556 %

Ti []5.03%
vV 0.33%

Quantitative elemental analysis

|oe

3 4 5 6 7 8 9 10 1 12 13 14 15 16 17 18 19

0 1 2
308,458 counts in 28 seconds

Qualitative elemental analysis
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6.3.3 EDS Analysis Spot_3

Field of view Spot reading #2

Note: Particle of AlLO; as remnant from the
Atomic percentage blasting process

o [ ea3%
Al 2807 %

Ti [7.02%
vV 0.48%

Quantitative elemental analysis

|oe

0 1 2 3 4 5 6 7 8 9 10 n 12 13 14 15 16 17 18 19
301,003 counts in 32 seconds

Qualitative elemental analysis
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7 Sample #5: V3 D3.9 L10 LOT W17004237

7.1 Full-Size High-Resolution SEM Image

FSHR-SEM image (digitally composed, approx. 500x)

] 2017-04
[REF] V310390
[LOT] W17004237

V3 coni. con. implant D3.90
L10mm, SP

Standard Platform
3.90x10

Qty: 01
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7.2 SEM Imaging Sample #5

7.2.1 SEM Images Implant Body

Phenom camera Field of view
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Implant Thread

(TN

7.2.2 SEM Images

Field of view

Phenom camera

5.000x

2.500x
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Elemental Analysis (EDS) Sample #5
7.2.3 EDS Area Analysis

Field of view Area analysis

Atomic percentage

n T s7.24 %

Al [9.06%
v [13.70%

Quantitative elemental analysis

3 4 5 6 7 8 9 10 n 12 13 14 15 16 17 18 19

0 1 2
305,935 counts in 36 seconds

Qualitative elemental analysis
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8 Synopsis

Name of Manufacturer:

Analyzed Product(s):

Investigator/s:

Analyses carried out by:

Analysis period:

Methodology:

Summary/Conclusions:

MIS Implants Technologies

V3 D4.3 L13 LOT W17005210 (ex factory)
V3 D4.3 L13 LOT W17005210 (ex factory)
V3 D4.3 L13 LOT W17005210 (ex factory)
V3 D3.9 L10 LOT W16012292

V3 D3.9 L10 LOT W17004237

Dr. Dirk U. Duddeck

mmri.berlin - medical materials research institute berlin

August - November 2017

Phenom proX Scanning Electron Microscope, equipped
with high-sensitivity backscattered electron detector; EDS
Analysis detector type: Silicon Drift Detector (SDD)
Thermoelectrically cooled (LN, free), Detector active area:
25 mm?, Ultra-thin Silicon Nitride (SisN4) X-ray window
allowing detection of elements C to Am, Energy resolution
Mn Ka < 140 eV, Max. Input count rate: 300,000 cps

Organic particles were not found. Only one implant
(sample #4) showed aluminum-oxide particles (20-30um,
random distribution) as remnants of the blasting process.

Requested clinical documentation of implants from the
device family was provided.

Two peer-reviewed publications with 14 months follow-up
of 112 implants (JOMI, 2014) and 24 months follow-up of
33 implants (JOURNAL OF OSSEOINTEGRATION, 2016)
showed survival rates of 100 percent (see summary of
articles in the appendix).

Conclusion: The implant “V3” from MIS Implants
Technologies meets the criteria for the Cleanimplant
Trusted Quality Mark 2017-2018 (standard version).
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“Implant Survival Rate and Marginal
Bone Loss of 6-mm Short Implants:
A 2-Year Clinical Report.”

SUMMARY.

Purpose

This study aimed to evaluate (1) the association between implant diameter and marginal
bone loss (MBL) of short (6 mm) implants and (2) the survival rates of short implants.

Materials and methods

Thirty-three 6-mm implants (SEVEN®) were placed in the mandibles of 16 qualified
patients. The selected sites had > 5 mm ridge width and <9 mm bone height. None of
the implant sites required bone augmentation procedures. All implants were uncovered
3 months after placement, and all patients were rehabilitated with 2- or 3-unit implant-
supported fixed partial dentures. Standardized periapical films were taken after 24
months of function. Radiographs were digitalized, and MBL was assessed.

Results

For all implants, the mean MBL was 0.17 mm at the point of uncovering. At the 2-year
follow-up, all implants were immobile and functional. Implants with 4.2-mm diameters
had significantly more MBL (1.95 mm) than wider implants (0.47 mm and 0.35 mm for
5.0-mm and 6.0-mm implants, respectively).

Conclusion

This 2-year study illustrated that short implants are a viable option in selected clinical
scenarios. Short implants with wider diameters are preferred because they have less
marginal implant bone loss.
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Marginal Bone Level Around Conical
Connection Tapered1implants with Platform
Switching: A 'Multicenter Retrospective
Study at 14 Months Follow-Up”

J. Ekstein; M. Tandelich; J. Nart;
J.L. Calvo Guirado; L. Shapira

Ekt JTd\hMNtJC\ Guirado JL, Shapira L Margin: \b e level a d
ection tapered i mpl nts vvth p\ tform switching: A multic trospcc
Idy 114mo ths follow-up. Journal Osseointegr, August 2016. DOI: 1 04081/1 20166922
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e o “Marginal Bone Level Around Conical
2J. Nart Connection Tapered Implants with Platform

3J.L. Calvo Guirado

+L. Shapira Switching: A Multicenter Retrospective
Study at 14 Months Follow-Up”

SUMMARY.

Aim

The long-term success of dental implants mainly depends on marginal bone stability around
the fixtures. The development of prosthetic abutments with reduced width in relation to the
implant prosthetic platform (platform switching) and/or tighter implant/abutment connections
seem to have a potential in reducing crestal bone resorption. The aim of the present study was

to examine the effect of platform switching and conical connection design, on marginal bone
loss around newly designed dental implants.

Methods

Subjects who underwent implant therapy in three different centers, were enrolled in the present
retrospective study. Patients were rehabilitated with tapered platform-switched dental implants.
To evaluate marginal bone level changes over time, the mesial and distal bone height was
radiographically evaluated on the day of implant placement (baseline) and 14 months post-
implantation.

Results

One hundred and twelve conical tapered platform-switched implants (C1, MIS Implants
Technologies Ltd.) were placed in three different centers in 37 patients, with mean age of 53
years. The survival rate was 100% after an average follow-up of 14 months. During the first year,
marginal bone loss was 0.67+0.45mm. No statistically significant differences were recorded
between the different centers.

Conclusions

Within the limitations of the present retrospective study, limited marginal bone loss and 100%
Authors' affiliations implant survival rate were observed over 14 months of follow-up. The results showed high
crestal bone stability around the newly designed conical tapered platform-switched implants.
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